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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 24-34 and 47-62 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Weaver (US 5,599,299) in view of Anderson (US 5,366,504 

3. Weaver discloses: A stent delivery system (For example figures 1 7-20) 
comprising: (a) an inner catheter (60), said inner catheter being provided with a first 
longitudinally extending lumen (74); (b) perforating means (papillotome) slidably 
disposed in said first longitudinally extending lumen (C13:L45-46); (c) a distal tip 
including a plurality of distally located apertures (Fig. 20), wherein one of the plurality of 
apertures is in communication with the first longitudinally extending lumen and is 
configured to receive the perforating means (C13:L45-46); (e) a stent (62) the system 
further comprising an endoscope, wherein the outer catheter is sized for receipt within 
the endoscope and the endoscope is configured for intraoral introduction (C6:L52-58). 
The perforating means is a needle capable of being retracted (papillotome). The inner 
catheter comprises a second lumen for a guidewire (75) slidably disposed in the lumen 
and a guidewire (C1 3:L48) and a third lumen (76) for delivering a dye (C1 3:L49) where 
the lumens are in communication with the apertures. The distal tip is integral with the 
inner catheter and is capable of penetrating tissue without the use of a guidewire (see 
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Fig. 2, 6). The apertures are located approximately at the same location, face a same 
direction and are distal to the stent (Figs. 17-20). 

4. Weaver discloses a biliary stent (62) mounted over the inner catheter but does 
not disclose that the stent is self-expanding with an outer catheter and the distal tip 
having a proximally facing surface. However Anderson discloses a biliary stent (C6:L28- 
31 ) that can be self expanding (C9:L45-48). The stent has a single component structure 
formed from a single material [Note that the fact that the prior art teaches additional 
elements does not preclude it from meeting the limitations of the claim. Also note that 
"single" is interpreted as one and not so limiting as to require one and only one.] The 
self expanding stent is made of braided filamentary material (C4:L37-38, Figs 1a, 3a); 
has a uniform expanded diameter (For example Fig. 1 or central portion of Fig. 2 and 
Fig. 5); is shaped to include a waist and a pair of cuffs (28, Fig. 2 or 76, Fig. 5). The 
stent is capable of draining a gastric psuedocyst. The cuffs are adapted to (capable of) 
engage a tissue located adjacent to the waist and disposed between the pair of cuffs to 
substantially limit longitudinal movement of the self-expanding stent (For example Fig. 
7b, 7d shows the cuffs anchoring the stent (C9:L38-51) against tissue that is near the 
waist. It is understood that the anchoring will limit longitudinal movement. The waist has 
an expanded diameter greater than 8mm, each of said cuffs has an expanded diameter 
of about 1 5mm and the waist and the cuffs have a length of about 5-1 0mm(C4:L39-44). 
The expanded diameter is larger than a diameter of an endobiliary tube (depending on 
the size of the endobiliary tube). The stent is collapsible. The cuffs have an inward 
facing surface (for example in Figure 5) for applying a longitudinal force to the tissue 
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located adjacent to the waist and disposed between the inward facing surfaces of the 
pair of cuffs (the inwardly facing surfaces would be capable of applying a longitudinal 
force to tissue when placed in the claimed configuration. Further the surfaces apply 
frictional forces which would be longitudinal. 

5. Anderson discloses the use of an outer catheter (34, Fig. 7) to surround at least 
a portion of the length of said inner catheter and adapted for axial movement relative to 
said inner catheter (C9:L45-49). The outer catheter is dimensioned to maintain said self- 
expandable stent in a compressed state and the stent is disposed between the inner 
catheter and the outer catheter. The distal tip includes a proximal facing surface having 
an outer diameter and the outer catheter has a distal end that disposed against the 
proximal facing surface of the distal tip and has an outer diameter substantially the 
same as the outer diameter of the distal tip (see Fig. 7). 

6. It would have been obvious to one having ordinary skill in the art at the time of 
the invention to incorporate the use of the biliary stent of Anderson into the invention of 
Weaver in order to provide secure anchoring of the stent into the wall of the body lumen 
and prevent axial movement of the stent. It would have been obvious to incorporate the 
outer sheath for maintaining the stent in a compressed configuration prior to 
deployment. It would have been obvious to one having ordinary skill in the art at the 
time of the invention to incorporate a distal tip that has a proximally facing surface for 
contacting the outer sheath in order to prevent the stent from deploying prematurely. 

7. Regarding claim 50, Weaver modified by Anderson does not explicitly disclose 
the outer catheter extends over a majority of the length of the inner catheter. However it 
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is old and well known for a guide catheter used as a restraining sheath in stent delivery 
to extend over a majority of the length of the inner catheter so that there is a proximal 
end that can be manipulated by the user. 

8. Regarding the material of claims 27-29, it would have been obvious to one 
having ordinary skill in the art at the time of the invention to substitute nonabsorbable 
plastic or bioabsorbable material, since it has been held to be within the general skill of 
a worker in the art to select a known material on the basis of its suitability for the 
intended use as a matter of obvious design choice. In re Leshin, 125 USPQ 416. 

Response to Arguments 

9. Applicant's arguments filed 12/28/09 have been fully considered but they are not 
persuasive. Regarding the limitation of the stent having a "single-component structure 
formed from a single material", although the prior art contains additional structure not 
required by Applicant's invention (i.e. more than one component or material), it must be 
noted that the prior art does disclose the invention as claimed. The fact that it discloses 
additional structure not claimed is irrelevant. 

1 0. Regarding the function of the cuffs anchoring the stent, applicant argues that the 
prior art applies radial forces as opposed to the longitudinal force found in the instant 
invention. However, the since stent of Andersen has inwardly facing surfaces similar to 
the claimed invention (particularly Fig. 5), it would be very capable of applying 
longitudinal force to hold the stent in place when placed in the claimed configuration. 

1 1 . Regarding the dimensions of the stent, the claims very broadly claim that the 
length is "about" 15-30 mm. At the same time, the reference very broadly teaches the 
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dimension is "about" 40-80 mm. The reference further teaches that the lengths and 
diameters are variable depending on the various sized vessels into which it is inserted 
and the conditions of the vessel. Thus, at the very least, it would merely require routine 
skill in the art to vary the dimensions of the stent for these reasons. 



Conclusion 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ELIZABETH HOUSTON whose telephone number is 
(571)272-7134. The examiner can normally be reached on M-F 9:00-5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IE. HV 

Examiner, Art Unit 3731 



/Anhtuan T. Nguyen/ 

Supervisory Patent Examiner, Art Unit 3731 
3/14/10 



